o

Rapporto di prova / Tesf repont o'
Accettazione / Acceptance n® :
Clieme / Cusimner:

Prelievo effettuato da / Sumpled {y

sPescrizione campione /
Sariple descriprion

.

Lok
43¢ ""‘
PROVA S TEST

5 '3 edie Ol ol WX \) St

Acqua libera / Free water {Aw)
Solubilita in soluzicne acquosa /
Solubility in agueous solutivi

Cellule vitali / Viable cells

Microrgant mi contemmant o 30 C/
Cor 1 minant sicroorganism ar 30 C
Cohformi totali ¢ £ coli/
Colt o Graup and L. cols
TYMC
(hieviti ¢ mulfe / yeast and moulds )
Isnd rercence s spp.
Siafilecoceh: congulnsi positive /
Caagala e pusitive Staphylacaecn
Batteri solfilo-riduttori /

ulfite reducing bacteria
Salmonella spp

Litteria mmrocyiogenes

oo al 7 3/6201%@

GRUPPO MOFIN ALCE

Pag. 1di/ol 1

#316-17 del f of 07.03.'17 Product Code: PRO1401003
0316 delf of 01.0317

Probiotical Healtheare

Probigtical il dem 01.03.'17

Pradotto: Coltura batterica prohiotica allergen {ree microincapsulata in polvere/

Praduct: Powder of Allergen free probiviic microencopsalated hacterial cnérire

Lohanmosus LR AF 1D 1132; L acidaphilus LAD2 AF ID 1688; L. plantarum LPOL AFID 1171
8. breve BROA AF 1D 1270; B. aninalis subsp. lacris BS01 AF 1D 1195

Denominazione commercinle / Canmercial designation: MICROBAC
Sigla di identificazione f Strain Meniificaiion Code ’V!Xl' SO AF

Lotlo 7 Bateh:

[}l 03 7

Data di produsione / Mannfaciaring date

24 mesi dalla data di spedizione /

» * L+
seconservute a/ if stored ot +5° C £ 1°C; 24 months front date of Sipment

Re-1est.
se conservalo a/ if stored ar 5- 187 C: 01.03.27
METODO DI PROVA / Unita di RISULTATI/ SPECIFICHE /
TEST METHOD misura /Unit RESULTS SPECIFICATIONS
SCH.T. (MI 0044-45-54)
rev. 08

Mel. Int. 201-02 0,081 < 0,200

; ; parzialm. solubile/ parzialm, solubile/
Mt u. 3400 partially soluble pariially soluble
Met Biolab 612 0° celleg - 107 230 > 100
MLt 0310 UFClg - 10 155 2 100
Met. Int. 004 04 UFCig <100 < 510"
ADAC 966.24:1971 MPN /g <3 <3
E.P. vd. 9.0 UFCig < 200 < 200
Met. Int. 008 01 UFC/g <100 <510
UNI EN 150 6888 1:2004 UFC/g <10 <10
NFV 08-051:2009 UFC/g <10 <10
AFNOR BRDO/1] 12/05 UEC/25g assente/ absent assente / absens
AFNOR BRD 07/04 09/98 UFC/g assenle / absent assenie / alisent

Nare : o presente RP: * siun pud est ve ripre dotto pozichnentc viho approvazone snird Ll e itone

1his lest reporl

Analista / Analyst

cannot be pastially reproduced, unless approved in wnttng by the laboratory

Responsabile Controllo Qualitd / QC Manager
Dolt. ssa

arika Bertamini
<

b
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MALDI-TOF Identification Report

MATRIX ASSISTED LASER DESORPTION/IONIZATION TIME OF FLIGHT
Customer: Williams, Thomas
LY V) Company: NVE Pharmaceuticals
M “i | L A’Bs Address: 15 Whitehall Road, Andover, NJ 07821 USA
125 SANDY DRIVE*NEWARK, DE 19713°FH 302-737-4207°FX 302-737-7781 *WWW MIDILABS.COM

Sample Number: ~ 20180315-2976: Probiotic Blend NVE#32094 Lot#FL 121-17-a

Run Date; 3/27/2018 4:53 PM
Library version: {Bruker) 12/19/2013, (MIDI Labs) 9/18/2014

Closest Match:  Lactobacillus plantarum

Confidence level: Species

Matches:
Rank Score  Organism Source
1 2.165  Lactobacillus plantarum DSM 1055 DSM
7 2.125  Lactobacillus plantarum DSM 20246 DSM
3 2.117  Lactobacillus plantarum DSM 2601 DSM
4 2.101  Lactobacillus plantarum DSM 12028 DSM
S 2.089  Lactobacillus plantarum DSM 2648 DSM
6 2.040  Lactobacillus plantarum DSM 13273 DSM
7 2.017  Lactobacillus plantarum DSM 20205 DSM
8 1.970  Lactobacillus plantarum ssp plantarum DSM 20174T DSM.
9 1956 Lactobacillus plantarum ssp argentoratensis DSM 16365T DSM
10 1.954  Lactobacillus plantarum M7835 MRS

Score Value Key:

Range Confidence Level

2.000 —3.000 Species

2.000 —3.000 multiple species | Species, Closely Related

1.700 — 1.99% Genus

0.000 — 1.69% No Match

Reviewer's Signature: 03-28-18

W

Clifford Poindexter, Laboratory Manager

This identification report relates only to the sample submitted for analysis and shall not be reproduced
except in full, without permission of MIDI Labs, Inc. © Copyright 2018 MIDI Labs, Inc.
Pagelofl



;o . Customer: Williams, Thomas
6 \‘ X { - Company: NVE Pharmaceuticals
MIDI LABS =

MALDI-TOF Identification Report

MATRIX ASSISTED LASER DESORPTION/IONIZATION TIME OF FLIGHT

15 Whitehall Road, Andover, NJ 07821 USA
125 SANDY DRIVE=NEWARK, DE 19713°PH 302-737-4297=FX 302-737-7781 *WWW MIDILABS.COM

Sample Number:

Run Date:

Library version:

Closest Match:

Confidence level: Genus

3/27/2018 4:53 PM
(Bruker) 12/19/2013, (MIDI Labs) 9/18/2014

Lactobacillus

20180328-3513; Probiotic Blend NVE#32094 Lot¥FL121-17-b

Matches:
Rank  Score  Organism Source
1 1.940  Lactobacillus rhamnosus D328 ZZMK
2 1.845  Lactobacillus rhamnosus M4282 MRS
3 1.780  Lactobacillus rhamnosus CIP A157T CIP
4 1.756  Lactobacillus rhamnosus M4280 MRS
5 1.743  Lactobacillus rhamnosus DSM 20021T DSM
6 1.732  Lactobacillus thamnosus D923 ZZMK
7 1715 Lactobacillus thamnosus D497 ZZMK
8 1.692  Lactobacillus rhamnosus D121 ZZMK
9 1.641  Lactobacillus casei DSM 20011T DSM
10 1.604  Lactobacillus paracasei ssp tolerans DSM 20258T DSM
Score Value Key:
Range Confidence Level
2.000 —3.000 Species
2.000 — 3.000 multiple species | Species, Closely Related
1.700 - 1.9%9 Genus
0.000 — 1.699 No Match

Reviewer's Signature: 03-28-18

Y

Clifford Poindexter, Laboratory Manager

This identification report relates only to the sample submitted for analysis and shall not be reproduced

except in full, without permission of MIDI Labs, Inc. © Copyright 2018 MIDI Labs, Inc.

Page 1 of 1



CLIENT:
PAMELA HENRIQUEZ/CINDY BEEHNER
NVE PHARMACEUTICALS
15 WHITEHALL ROAD
ANDOVER, NJ 07821

12 Wilson Drive, Sparta, NJ 07871

= FDA/DEA Registered

Toll Free- BOO-548-1874 » Fax: 973-300-9830

www. MPLLaboratories.com

DATE OF REPORT:
DATE RECEIVED:
DATE TESTED:
SAMPLED BY:

METHOD OF ANALYSIS!

MPL LAB NUMBER: 18C5036

SAMPLE DESCRIPTION:

PROBIOTIC BLEND
SAMPLE [DENTIFICATION:  NVE-32094 LOT#FL-121-17

DATA AND FINDINGS:

3/23/18
3/14/18
3/15/18
CLIENT

USP-31 <61>
USP-40 <62> SALMONELLA

ITEM #4366

AEROBIC PLATE COUNT MoLD PLATE COUNT YEAST PLATE COUNT
CFUperG CFU per G CFU per G
>5.7 x 1679 <10 <10
Listeria monocytogenes Enterococcus
CFUper25G CFU per G
Negative >5,7 x 10°™
Salmonella Sraphylocaccus aureus Escherichia coli
Per i0 G
(USP-40 <62>) Per 100G Per 10G
Negative Negative Negative

) Estimated Count

H '¢hieniNVE C 1CS030 doc 3l

{ “
/—R =e\€> S \\"“" th

Patricia O, Gritlin, M.S. - Laboratory Directlor
Simeon M. Griffin = Quality Assurance Dircclor
Maureen Tanczos, M.S./Barbara M. Pierce, B.S.

NOTE: The anatyses met the laboratory's quality control requirements unless otherwise indicated. This report shall not be reproduced wholly or

in part, without written consent of MPL Lab:
MPL Laboratonies is limited to the cost of the analysis. Any analysis p

EMSL Analytical, Inc. company, uniess otherwise negotiated and agreed upon in witing.

oratories. The results are raportad on an ~3s recewed” basts unless otherwise indicated. Liability of
adermed is subject to the terms and conditions of MPL Laboratories, an




CLIENT:
DOREEN DULAY/CINDY BEEHNER
NVE PHARMACEUTICALS
15 WIITEHALL ROAD
ANDOVER, NJ 07821

MPL LAB NUMBER:

SAMPLE DESCRIPTION:

SAMPLE IDENTIFICATION:

12 Wilson Drive, Sparta, NJ 07871 * FDA/DEA Registered
Toll Free. 800-548-1874 » Fax. 973-300-9830
www. MPLLaboratories.com

DATE OF REPORT: 4/10/18
DATE RECEIVED: 3/26/18
DATE TESTED: 4/5/18

SAMPLED BY: CLIENT

METHOD OF ANALYSIS:  CMMEF CHAPTER 9

18C8368A

PROBIOTIC BLEND — (RESAMPLE #2)  NVE 32094

LoT #FL-121-17 IrEM #4366

DATA AND FINDINGS:

ENTEROCOCCUS

CFU per G

>57,000 @

" Estimated Count

H ehentNVE C B0 83082 dosNTR

/)7
< )
Patricia Q. Griffin. M.S. — Laboratory Director

Simeen M. Griffin — Quality Assurance Dircclor
Maureen Tanczos, M.S./Barbara M. Pierce, B.S.

NOTE: The analyses met the laboratory's quality control requirements unless othenwise indicated This report shall not be reproduced whally or
in part. without written cansent of MPL Laborateries, The results are reported on an "as recewved” basis unless othenwise indicated. Liability of
MPL Laboratones is limited to the cost of the analysis. Any analysis performed is subject 1o the terms and vonditions of MPL Laboratoties, an
EMSL Analytical, Inc. company, unless othenwise negotiated and agreed upon in writing.




LABORATORIES wwwwe. MPLLaboratones com

’ 12 Wilson Drive, Sparta, NJ 07871 ¢ FDA/DEA Registered
*] : Toll Free 800-548-1B74 » Fax: 973.300.9830

CLIENT: DATE OF REPORT: 4/10/18
D()R!:liN DEil,f\E’fCiNDY BEEHNER BT REpoivED: 326118
NVE PHARMACEUTICALS - B}

15 WHITEHALL ROAD DATE TESTED: AorsE
ANDOVER, NJ 07821 SAMPLED By: CLIENT

METHOD OF ANALYSIS:  CMMEF CHAPTER 9

MPL LAB NUMBER; 18C8369A

SAMPLE DESCRIPTION: PROBIOTIC BLEND ~(RETEST #1) NVE 32094

SAMPLE IDENTIFICATION:  LOT#FL-121-17 [TEM #4366

DATA AND FINDINGS:

ENTEROCOCCUS
CFUperG

>57,000 *

' Estimated Count

p——

C TN\ C A 22 ( G LD

* Patricia ©. Griffin. M.S. - Laboratory Dircctor
Simeon M. Griffin - Quality Assurance Director
Maureen Tanczos, M.S./Barbara M. Pierce, B.S.

FEshient NVE 180836 doctTR

NOTE: The analyses met the laboratory's quality contral requiremants unless othenwse indicated This report shall not be reproduced wholly or
in pa, without written consent of MPL Laboratanes. The results are reported on an “as received” basis unless otherwise indicated. Liability of
MPL Leboratares is imited 1o the cost of the analysis. Any analys's performed is subject (o the 1erms and conditions of MPL Laboratories, an
EMSL Analytical. Inc. company. unlass othenuse negstistad and sgreed upon n writing,




RAW MATERIAL CERTIFICATE OF ANALYSIS

Name: Probiotic Blend Co-Packer: N/A Item #: 4366
NVE Recelving #: Supplier Lot #: Supplier:
32094 FL121-17 Pharmachem Laboratories
Date Received: | Date Sampled: | Container Condition: Received COA: [YES} NO
03/13/2018 03/14/2018
Specifications / Analysls Results Notebook Reference /
PRty same Acceptable Limits Meathod Initlais
Appearance Oﬁ—Wh::sézi:ght L Visual Off-White Powder | TJW006 p. 82/ T W
. :
:::::vr::nlsms Positive identification MALDI-TOF ﬂ%‘%ﬁggg ﬁﬂé‘%ﬁﬂ'ﬁ Attached/ T W
Total Plate Count NMT 107 cfu/g usp >5.7 x 10° Attached/ T W
Yeast / Mold Couny NPT 100 cfu/g usp <10 cfu/g Attached/ T W
£ Coli Not detectad in 10g usP Not detected Attached/ T W
Salmonella Not detected in 10g usP Not detected Attached/ T W
Enterococcyus spe. NMT 100cfu/g use >5.7 x 107 Attached/ T W
Staphylococcus Not detected in 10g usep Not detected Attached/ T W
Listeria . .
Sp Not detected Attached/ T W
DA Not detected in 10g U

¥ Sra n.ﬁ'uiu{ 'lnionw.,hm\ Frem *auﬁ;.h» CHMLE LG "Lﬂd#i“&:lw‘“ Qud Crn i*o- AL «.sw_i' U:fuaxf
As ?ukuLLtcz;wxﬁ medsatnd. Al poas st wady 5 theo Mt telf dnebude tf_.t..iLiL} {

For entomaocc 20, cLp o) 361

Labaratory Notebook Review by/Date:

Cbaedwnan 63115(1%

i Ition:
?c‘;zz ::2) WAPPROVED  oOHOLD  OREIECT o RETURNTOSUPPLIER o DESTROY
Authorized Signature / Date: -
Dhwldey ¢4 1g3¢)auik
Prepared by / Date: Approved by / Date:

e hunan o8/ 2¥/5%

C&J‘L‘?,{.LM 4927 /}*7'

Template Form CD051.02 {08/07/17)

ltem Specific Form Rev. 4 (09/27/17)




